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DETAILED ACTION 

Response to Arguments 

1 . Applicants' arguments, filed 11/19/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

2. Applicant's comments with respect to the Oath/Declaration are noted along with 
the inventor's signature next to the corrections. The objection to the Oath/Declaration is 
withdrawn. 

3. Applicant's arguments with respect to the rejection of claims 1-2, 5, 12 and 17 
under 35 USC 103 have been considered but are moot in view of the new ground(s) of 
rejection. 

Claim Objections 

4. Claim 5 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. 

The use of the genus term p-hydroxybenzoate esters in a dependent claim, 
dependent on the independent claim that is limited to a combination of two species 
within the genus term broadens the subject matter with respect to the paraben 
compounds of claim 5. 
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Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1-2, 5, 12, and 17 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

This rejection is necessitated by the claim amendment 

The use of the genus term p-hydroxybenzoate esters in claim 5, dependent on 
the claim 1 that is limited to a combination of two species within the genus does not 
make clear whether the genus term is an attempt to broaden the subject matter with 
respect to the paraben compounds of claim 1 or is a shorthand notation referring to the 
combination of the two paraben compound species recited in claim 1; therefore it is not 
clear what the scope of the instant claims is with respect to which paraben compounds 
are required. 

Claim Rejections - 35 USC § 103 

7. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

8. Claims 1-2, 5, 12, and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over DeLongueville et al. (WO 02/47689 A2; IDS 12/18/2008 reference); 
and Doron et al. ("Antibacterial effect of parabens against planktonic and biofilm 
Streptococcus sobrinus"; 2001 International Journal of Antimicrobial Agents; 18: 575- 
578). 
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This rejection is based on a reference file in the 12/18/2008 IDS. 

DeLongueville teaches the use of an individual optical isomer of cetirizine for 
preparing a medicament (abstract); such optical isomers include levocetirizine, which 
contains preferably at least 95% by weight of the levocetirizine (p. 1, lines 29, 32-33); 
pharmaceutical compositions as liquid compositions in the form of a sterile solution 
miscible with water (p. 5, lines 1 2-1 3); carriers and diluents include water (p. 5, lines 21 - 
22); preserving substances are taught (p. 5, line 1 5); topical application in the form of an 
aqueous solution (p. 5, line 30-31); solutions for oral administration (p. 6, lines 1-2); 
drops in the form of a liquid, with added preservatives (p. 6, lines 5, 7, 9); a syrup for 
oral formulation is preferred that contains methyl- and propylparaben (methyl 
parahydroxybenzoate and propyl parahydroxybenzoate) and purified water (p. 6, lines 
18-20). DeLongueville does not a specific embodiment containing levocetirizine and the 
mixture of methyl parahydroxybenzoate and propyl parahydroxybenzoate (although 
each of these components is taught); or a total amount of methylparaben and 
propylparaben or their ratio present in the liquid composition. 

Doron teaches the antibacterial effects of methyl and propyl paraben against 
Streptococcus sobrium, which is involved in tooth dacay in the oral cavity, and that 
antibacterial synergistic effect was found between several combinations of parabens 
(abstract); at 0.03% (about 0.3 mg/mL) propyl paraben (PP), with increasing amounts 
of methyl paraben, decreasing amounts of viable bacterial counts were demonstrated 
(p. 577, Figures 1 -2), the ratios vary from 0.01 5:0.03 (1 :2) MP:PP to 0.25:0.3 (8.33:1 ), 
or almost 9/1 . At the highest ratio in both figures no bacterial counts were recorded 
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(Figures 1-2; pp. 576-575, bridging paragraph). Additionally, MP had the largest 
antibacterial effect of the parabens tested (abstract). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to select levocetirizine with methyl paraben and propyl paraben as 
preservatives for an aqueous oral formulation and to utilize a large excess of methyl 
paraben to propyl paraben, and to optimize the ratio and amounts while utilizing the 
minimum amount that gives satisfactory preservative effect, which would have given the 
compositions of the claims. The motivation to select levocetirizine would have been the 
recognized suitability of this compound for conditions responsive to cetirizine; the 
motivation to utilize and optimize the ratio and amounts would have been the routine 
optimization of conditions, recognizing synergistic effect is observed and minimizing the 
required amounts so as to minimize potential side effects of these components. 
Conclusion 

9. No claim is allowed. 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 1 . Applicant's submission of an information disclosure statement under 37 CFR 
1 .97(c) with the fee set forth in 37 CFR 1.1 7(p) on 12/18/2008 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
MADE FINAL. See MPEP § 609.04(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Timothy P Thomas/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



